Supporting Responsible
Integration of NAMs:

The Role of the FDP Animal
Subjects Subcommittee

By Sally Thompson-Iritani

he Federal Demonstration Partnership (FDP) serves as a national cooperative that connects federal agencies,
academic research institutions, and organizations committed to reducing administrative burden and streamlining
research administration. FDP’s Animal Subjects Subcommittee under the Research Compliance Committee supports
coordination and dialogue surrounding emerging New Approach Methodologies (NAMs) as part of a broader
national shift toward more diverse scientific models. The Subcommittee’s role complements federal leadership
in promoting the 3Rs to reduce, refine, and replace animal use where scientifically appropriate, while emphasizing that the
foundation of sound science is always the use of the best possible model to answer the research question.

A Supportive and Balanced Role

The FDP Animal Subjects Subcommittee does not set or enforce policy but functions as a facilitator, helping institutions and
agencies communicate effectively during a period of evolving scientific practice. Its work focuses on readiness, supporting
alignment of administrative, compliance, and ethical frameworks so that research can progress confidently and responsibly.
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This approach highlights the principle that neither traditional animal
studies nor newer NAMs exist in isolation. The goal is to ensure that each
method or system is chosen based on scientific validity, relevance to the
research question, and reproducibility. In this respect, the subcommittee’s
emphasis aligns closely with the spirit of the 3Rs: meaningful reduction in
unnecessary animal use, careful refinement of methods to protect welfare,
and thoughtful replacement where appropriate and validated.

Building Practical Foundations for Readiness

The subcommittee continues to improve clarity and consistency in institu-
tional oversight. Its contributions include the FDP IACUC Memorandum of
Understanding (MOU) Sample and related documents, which streamline
multi-site and subaward collaborations involving animal research (OLAW
2023). These examples demonstrate FDP's practical role in aligning policy
implementation with real-world administrative realities.

Such resources strengthen institutional preparedness as federal agencies
increasingly validate and reference NAMs approaches. Whether a study uses
established animal systems, in vitro techniques, or emerging NAMs, consis-
tent administrative frameworks help ensure studies are conducted ethically,
effectively, and in compliance with federal and institutional requirements.

CUSP and Standardization Efforts

FDP’s Compliance Unit Standard Procedure (CUSP) initiative underscores
FDP’s broader mission of reducing burden through shared templates and
procedures (FDP, n.d). CUSP’s current scope focuses on animal research
procedures, strengthening oversight consistency and collaboration among
institutions. While it does not yet address NAMs or alternative models, its
framework demonstrates the type of infrastructure that enables harmonization
and confidence across research practices.

Parallel to these administrative efforts, the National Institutes of Health
(NIH) has recently established the Standardized Organoid Modeling (SOM)
Center, housed at the Frederick National Laboratory for Cancer Research.
The SOM Center develops reproducible protocols for standardized organoid
models, miniature laboratory systems that replicate aspects of organ behavior,
improving experimental reproducibility and model quality across research
contexts. These systems are expected to complement traditional research
models by helping scientists select the most appropriate model for testing
hypotheses and producing reliable data.

Federal Coordination and Community Support

The NIH Complement Animal Research in Experimentation (ARIE) program
is leading federal efforts to expand and validate NAMs, providing frame-
works for data sharing, training, and reproducibility across research domains.
During the FDP Meeting in May 2024, Complement ARIE’s leadership empha-
sized the importance of administrative readiness, harmonized standards, and
data integration to ensure that innovations such as organoids and micro-
physiological systems are responsibly incorporated into research.

The FDP Animal Subjects Subcommittee supports these advancements
through conversation, infrastructure alignment, and feedback mechanisms
that connect researchers, compliance officials, and agency representatives.
This role helps federal policy advances translate into practical and work-
able institutional processes.

Reinforcing the 3Rs with Scientific Integrity
The principles of the 3Rs guide both the subcommittee’s vision and
FDP’s broader contribution to responsible research:

e Reduce: Promote efficiency by minimizing duplication and

improving oversight processes.
e Refine: Strengthen procedural practices that ensure humane,
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high-quality research and reproducibility.

e Replace: Support institutional readiness to integrate validated
alternative or hybrid models when they represent the best systems
to answer specific scientific questions.

This approach underscores that model selection must always be
evidence-based and aligned with research goals rather than driven by
technology alone. The ethical and scientific priority remains to use the
most suitable system to generate trustworthy results.

Looking Ahead: Capacity Through Collaboration

Looking forward, the FDP Animal Subjects Subcommittee will continue
collaborating with agencies, research leaders, and compliance experts

to strengthen readiness for evolving research practices. Through shared
templates, communication, and tools like the IACUC MOU and CUSP, the
subcommittee is helping build an environment where ethical responsibility
and scientific rigor advance side by side.

As standardized models such as organoids and digital platforms expand,
FDP’s focus remains on supporting the infrastructure and coordination
needed to ensure research continues to answer essential scientific
questions effectively and responsibly. N

“The subcommittee’s
role complements federal
leadership in promoting the
3Rs to reduce, refine, and
replace animal use where
scientifically appropriate,
while emphasizing that the
foundation of sound science
is always the use of the best
possible model to answer the
research question.”
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